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Ulcer-like symptoms: no GI pathology 


The patient is convinced it's an ulcer. However, symptoms are not 

X | r ^ findings are n ^ tlve - These findings and the 
results of additional diagnostic prpceclures exclude an onranir hash: 


luwsuiMi uuwuer » raaae, which Is supported^ the fact that 

resulting in hypersecretion and hypermbtil- a 

ity and thus cansingsuch symptoms as nau- r. 

sea and epigastric pain. In upper functional 
gastrointestinal disorders, counseling by the 1H 311 X 1C 

primary physician can often help thepatient 
to understand how^xcessive anxiety may . IlHlCtlOl 

cause flare-ups of G.I. symptoms. . . € 

A disproportions te number of patients seen ■ J 

by the general practitioner suffer from I "| 

functional disorders, as do more than half or I j I 

those seen by the gastroenterologist.* ■ ' j ff 

Where milder cases may respond to counsel' Each capsule cont 

•' ■ ! In 


An adjunct 

in anxiety-related upper 
functional GI disorders 


Before prescribing, please consult complete product ' 
information, a summary of which follows! 

Indications: Symptomatic relief of hypersecretion, hyper- ; 
Motility and anxiety and tension stntea aubdainl withoro&olc- . 
or functional gastrointestinal disorders; and as adjunctlveihtir ' 
aj>Y in the management of peptic ulcer, gwtrlifs.duodenUlg 
Irritable bowel syndrome, spastic coll Us, and mild Ulcerative 1 i 
colitis. • ■ F • 


Each capsule contains 5 mg chlordlwepoxide Hn 
and 2.5 mg clfdinlum B^ ' 


pregnancy, lactation, or in women or childbearing*, 
requma that Its potential benefits Iwwcbffi?, 

'■ p°«bje.haiards As with all antlchollneifflnS!^l 
ing effect dn lactation may occur, , . a <* Inhibli- 


if 1 symptom* nrc seme ;tu<l tli« itdiim u, ,>m lUuiuviiuii- 
riiAAvr« l !3 eri mn ¥ inc ^ u «le iiaeclii'iaiimi loinlutt* the ’.vnuiiuimaiul 
mss vc anxiety that olicn pimokri thru* ili«(insiiigi)in|>tnnifc 

X i I’ S a ? ai! j ll,,f 1 t;,n great 1> mild ilium lu dir 
svmntomi I,8 . tlliai ac,KMI l,,n offer i flirt’ ul hi|ih |uiiifiil 
cBSlJffi® •'»"* r-u h < 4lM.lt* riinirfiiBSing 

"W Minium Hr. Vhr m.ihu*i«y. ' 
Qn of ^n«mO(chlordia«pnxiile 1 {(:|) mike* J iluax cxrtpuona 

r among drug* Ibrceiiuin gastrointestinal 

IJUnCt disorders as sot I .mil with e xrcHive anxiety: 

L*1 i the didinium hmmhle (On:ti/an’")com- 

Idiea Upper P onw H luniiriu* dt-jieiulabk' ailiiswrciory* 

T j antispasiiiotlit ;u rinn. Dm igc is flexibteit 

•A. disorders ma V beadjuued ;u roriling t«» jour patient* 
requirements within ihe range aflorS 
• • capsules three or four lime* daily, up 
Tr® capsules daily in divided dows. 

f| X •Rome HP, BmniiUfc ‘I I.: flririiialianaiHl . 

■A. m meciianUni nr fiimii&iial •linitophtn- 

chlordiazepoxIdeHni !X&V l,7 £ la ! b,,, ‘ ,hi, e* 1 ” In 

Inlum Br ^ • HC1 ? llcd h l r Bock, « »»• PluIa.rcli.hSa, WR SW"*” 
Company. lOfrt. p. Illfi 


Dromiac. . .• . 

Warnings:. Caution patients about possible combined effects : 
With alcohol and other CNS depressants. As with all CNS actlmr 
drugs; caut on pat Ictits agafnst hazardous occupations rtqu|« < . 

Ing complete ihcntal alertness (e.g.; operating madilnerw’. f- 

driving. Though physical and p^ch^lwlcafdcpcndence have - 
rarely heen.rtnorled on .recommended doses, use caution ■ ' ■ 

jn administering Librium fchlordfazepoxlde hydrochlorlde) w 
known add }c don -prone individuals or those who 'might'* . 1 

acen with barbiturates, have been reported. Use of any dniglrj 


; ^ UIMU 

: ^wautipnst In elderly and debilitated, JIMbdimM . £■ ■ 

, : ■fSS»3M^!£^4ja&lS^ , . 

receiving the drug and oral 

- .;T c ' at, ° n<hi P has not been etifibUihed cau<al 

• ■; . : Reactions: No side effectior S3,-,' •• 
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proper douge adiuwnKriK. hu( are »b° ott “^!, 
a* the lower dowse ranges. In a few inU f n ^S 
b«n repotted. ASosmoui.iried art 
enyiloni, edema, minor menstrual firepanu* 
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Artificial Skin Tested for Use in Burns 


■Ytl 


Psoriasis; Ultraviolet Regimen 
less than Year from General Use 






-i ■ 


By Harriet Page 

Special Tribune Correspondent 

San FRANCisco-The PUVA regimen for psoriasis-8-methoxypsoralen plus 
ultraviolet-A-may be less than a year away from general usage. 

Speaking to an SRO audience here at the annual meeting of the American 
Academy of Dermatology, Drs. Thomas B. Fitzpatrick and John A. Parrish of 
Harvard Medical School, who pioneered the photochemo therapeutic approach, 
said FDA approval had been assured 






• b. 


Polymer engineer Prof. Ioannis V. Yannas of MIT holds artificial skin made 
from carbohydrates and fibers of the protein collagen. Surgeons at Shrlnus 
Bums Institute, implnnling the imitcrinl in guinea pigs, find Hint it is nol re- 
jected and that rate of enzymatic degradation can be controlled. Mechanical 
engineers at MIT designed the material using principles of liber reinforcement 
developed In the 1960’s for missiles and other spncc-ngc hardware. 


M.D. Charged with Murder 
Urges New Euthanasia View 


By Michael Herring 

Medical Tribune StaO 

New York - Because “modem medi- 
cine creates ‘living corpses’ . . . which 
retain partial biological functions," 
new, legal definitions of the physician's 
professional duly, and of human death, 
are urgently needed to protect doctors 
against criminal charges. 


l>r. lbs Peter Mac m me rli, who imulc 
these recommendations ut a recent 
conference here sponsored by the Ku- 
ihanasia liducutioiml Council, bused 
his suggestions on un unusual personal 
experience. The 49-yeur-old Swiss in- 
ternist, chief of medicine at Triemli 
City Hospital in Zurich, was recently 
Continued on page 12 


in a year or less. 

Reached in Washington later, Dr. 
Carnot Evans, medical officer in charge 
of the FDA’s dermatology section, con- 
firmed this estimate “if no adverse re- 
actions show up.” The Boston group is 
applying for approval of a psoralen 
manufactured by the Paul B. Elder Co., 
Inc., of Bryan, Ohio. Dr. Evans noted 
that Westwood Pharmaceuticals, Inc., 
of Buffalo, N.Y., lias also applied for 
approval of an oral psoralen. 

But whether the FDA will be able to 
issue guidelines covering the combined 
photochcmolhcrapcutic approach-that 
is. guidelines for the oral psoralen dos- 
age plus the safe ond effective ultra- 
violel-A light dosage-remans unclear. 
Approval for the ultraviolet portion of 
ihc treatment would come from a dif- 
ferent branch of FDA, the Bureau of 
Riidiological Health. 

A number of physicians who spoke 
here stressed the importance of precise 
dosimetry in applying UV-A because 
of die slim margin of safety between 
lire therapeutically effective and toxic 
doses. Dr. Parrish, for exnmple, told 
reporters at « press conference that a 
20 ui 30% overdose of ultraviolet, 
which could be only 6 or 8 minutes, 
“can make Ihc difference between ther- 
Contlnued on page 9 


In Non-ltetotic Diabetes 


Resistance to 
Insulin Held 
‘Primary Lesion’ 


Medical Tribune Report 

Palo Alto, Calif. -A Stanford Uni- 
versity team lias put forward new evi- 
dence for the view that insulin resist- 
ance, rather than insulin deficiency, is 
the “primary lesion” in non-ketotic dia- 
betes. 

Detailing an unusual study of 95 
non -obese, non-ketotic subjects, includ- 
ing 2 1 normal individuals, the team re- 
ported that insulin resistance was pres- 
ent in all of the diabetic subjects and 
suggested that this "accounts for Ihe 
abnormal glucose intolerance" in such 
patients. 

In n corollary of this view, the in- 
vestigators advanced the hypothesis 
that insulin deficiency in some non- 
ketotic diabetics was a result of pan- 
creatic exhaustion brought about by 
the “persistently increased Insulin se- 
cretion” that occurs as a response to 
(he hyperglycemia. 

The study was reported by Dr. Ger- 
i Continued on page 5 


Stresses Agency's Law Enforcement Role 

" * . • bieitcol Tribune Rtporl 


Washing TON-I n an exclusive inter? 
view that covered, many of the contro- 
versial aspects of the work and prob- 
lems of the Food and Drug Administra- 
tion, its Commissioner, Dr, Alexander 
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.S <ft*cttash^f tbe PBA’i fpocdm wHh Dr. Sadder, Dr, 
^Stecy Has no mmadete to dkieef ! 


yfykt Lefcoutt Photos 


M. Schmidt, emphasized that It Is alaw • 
enforcement agency and said of the . 
doctor-patient .‘relationship, ‘‘We cer- . 
talnly shouldn't be doing anything tc : 
disrupt it" 

Questions in the interview were 
posed by Dr. Arthur M. Sadkier, Inter- ■ 
national Publisher of Medical TrIBt 
une. The full text of the interview will 
be published in three installments. 

In discussing the function of the 1 
FDA in the doctor-patient relationship. 
Dr. Schmidt pointed out that Dr. Sack-: ■ 
Continued on page 22 
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Radio-T est Averts 
Leg Amputation 
In Ischemic Ulcer 

Mtdfcal Tribune Report 

Chicago— A perfusion test using intra- 
arterial injection of radioactive micro- 
spheres may avert premature leg am- 
putation or unnecessarily prolonged 
hospitalizations in ischemic ulcer, a 
group from the Johns Hopkins Univer- 
sity School of Medicine reports. 

A significant relationship was found 
between the degree of hyperemia and 
the ability of ischemic ulcer to heal 
with conservative management, said 
Dr. Michael E. Siegel of the Division 
of Nuclear Medicine and Diagnostic 
Radiology. 

On the basis of 60 patients tested, if 
the degree of relative hyperemia was at 
* east . there was about a 90% 

possibility that the lesion would heal 
with conservative management alone. 

Criteria Lacking 

“Objective criteria for avoiding the 
unnecessary amputation or expediting 
the needed amputation are lacking," 
Dr. Siegel said at the meeting of the 
Radiological Society of North America. 
“From our studies, it appears that heal- - 
ing may not be dependent on a palpable i 
pulsatile arterial flow, but more likely ( 
is related to the adequacy of the micro- ; 
circulation and its capacity to produce i 
an inflammatory response with its as- 
sociated hyperemia, which are inherent • i 
in the healing process." . 

Dr. Siegel suspects that in some pa- J 
dents with arterial diseases, the arteri- i 
oles may already be maximally dilated 
secondary to the ischemia, with no r 
further response possible in areas of a 
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By teaspoon or tablet^ j lot 
■ Readily assimilated I 1 
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Economical %anemias * M 

EX *t™ 00d Laboratories, Inc., New Rochelle, New York 10801 
developers and suppliers of CebraTcmd Kengesirf 
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hematinics 

of 

choice A 


MrXBis™ 

Elixir— each ounoe repre- 
ss? 13 : Iron and Ammonium 
Citrate, 18 gr- Liver Frac- 
Jion 1 . 3 gr « Thiamine 


Hydrochloride, 10 mg 
Riboflavin, 4 mg • Nicotin- 
amide, 20 mg • Cfyanocobal- 
amin (Vit. B12),20mcg 
Alcohol 8% by volume. 
Tablets - each tablet con- 
tains: Ferrous Gluconate, 

5 gr • Vitamin C, 60 mg 


nde, 2 mg • Riboflavin, 

2 rt ig • Nicotinamide, 20 mg 


degree of ischemia at a local or micro- 
circulatory level. This, in turn, may 
predict whether or not the lesion will 
heal with conservative measures. 

Forty-eight of the 60 patients had 
no palpable pulses distal to the femoral 
pulse. Of these, 26 went on to heal 
with conservative treatment. In 22 
amputation was unavoidable. 

Twenty-eight patients had diabetes 


Sex Hormones IVlay Benefit 
Women with Active Arthritis 


V U15[ai 10 tne Kmoral Medical Tribune Report 

pulse. Of these, 26 went on to heal Miami Beach Fla w • . Dr - Varon’s observations were 

rJLS™* treatment - In 22, tive rheumS WIlh ac T boscd on studies of 14 women, ages 

amputation was unavoidable. favorably to n ! s mQ y respond 39 to 61, all with active seropositive 

Twenty-eight patients had diabetes of estroecn and ni . ™ S ? U Sr l ? Jcct ' ons rheumatoid arthritis from six to 23 

mellitus and were being treated with tities similar tn , gCScronc in t l uan - years’ duration. All women in the study. 

nf h h: ?° gI .y? eraic a e ents or insulin, duced during oreenanT amoun ‘ s pro_ Wc ™ followed for at least six months, 

Of the, 32^ without diabetes, 18 wen. on Dr. Harold H. '° " ,ld for “ s lon S Ils 23 mon,hs ste » 


injury or infection. Thus, the ratio of Of ,h, ■ ) !f eralC ,. agents or insulin - duced during nreenanfv T*”" ? pr °" wore followcd for at least six months, 

radioactivity per unit area of the lesion tohealwift cons dla ^' eS ' 18 went on Dr ' HaroldH.Vafon ofBavTorCoM 0 i° "" d f r ° r “ S l0 " 8 “ S 23 n, ° n,hS 
lo that of an adjacent area reflects the Bnrt , ^ . “ nservallve ™ageinent of Medicine Houston I C i! 8 set of trentmcnl. 

reneots the and 14 required amputations. Smith Ho SD i' ( „7™ L ’ a " d J ? lm Pcler Weekly jnlraniuseular Injections of 

— — amitn Hospital in Fort W orth, Tax. estradiol cypionale (1.0 to 2.5 mg), 

* " - — progesterone in oil (100 mg), and 

i n . . medroxyprogesterone acetate (100 mg) 

fn cerebral and peripheral ischemia associated with . . wcrc fiiven and ros P° nses were °? en 

HI ale ” W ^ ar * e,, i a i spasm quite dramatic, occurring within a few 

days, Dr. Varon reported at a meeting 
. . of the Southern Medical Association. 
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In cerebral Ischemia: 
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Decreased Pain 

Patients had a decrease in pain and 
swelling of the joints, with an increase 
in strength and range of motion. More 
dramatic responses were obtained 
when daily injections of all three hor- 
mones were given and when the quan- 
tity of medroxyprogesterone acetate 

was increased to 400 mg. Under these 
circumstances, Dr. Varon said, swelling 
and heat in joints were frequently 
absent upon physical examination With- 
in a few days after injections. 

Adjunctive therapy was restricted to 
small doses of aspirin and a diurent 

Within a few weeks after onset « 
treatment there was a major wbjecuw 
and objective reduction in pain, sw * 
ing, and inflammation. Progressive - 
crease in strength, decrease m otteo' 
porosis, reduction in elevated fdlmen- 
taiion rates, and correction of anenn 
were also noted. There have been n ■ 
recurrences, except when the^nwr 
mones have been stopped. Side enw* 
have not been severe. pat ^.°®5£ 
aionally complained ;of ■ ■ palnj* P* 
sodes when they became ill with a 
: . Continued on pag** 2 ; 
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Dl^cement Estrogen Pros & Cons Weighed 

■* ■ r n nini- T oq Anodes, and Dr. cstrOEfin use and endometrial cancer. 


By Alan Fitzgibbon 

special Tribune Correspondent 


ical Center, Los Angeles, and Dr. estrogen use and endometrial cancer, 
Donald Smith, of the University of and emphasizing the benefits of re- 


rr'Th^ andDnig Washington School or Medicine, Sc- placement therapy for many women, 
Rockville, Md.— t ne , ic b . . . ....... ,,, oilier speakers urged that caution be 

Administration is considering «t- iitllc, said their respective gu j . - 0 b scrvc( j ; n considering any possible 

likely to put into effcct-a rccom a irospectivcly detenmnci \c i. J, restrictions on the drug’s use at this 
tion from its Obstetric and Gynecology ^ patterns of women who developed (jmc 


index 


linn from its Obstetric anu u usc patterns oi women «w ( 

Advisory Committee that physicians cnc iomctrial carcinoma and matched 
and oatients be warned about potential p a iienis with other cancers or without 
risks of using replacement estrogens to canccr Among the- 282 women in the 
ireat menopausal and postmenopausal Los Angc j cs group, 57% of the en- 
complaints. domctrinl carcinoma patients had used 

The committee made its reconi men- cs trogcns but only 15% of the controls 
dation three days after a meeting here had donc so Among the 634 patients 

in which it heard seven reports which in ScaltlC| 152 of the 317 women with 

le nded to associate the increased usc of endomctr j a i cancer had used estrogens 

conjugated estrogens with increased bn( only 54 in lhc like-sized control 
endometrial carcinoma and six reports group hnd used estrogens, 
by investigators who found more bene- Qn the basis of the Los Angeles and 
fils than risks in the use of the drugs. Seattle data, it was calculated that es- 

Though serious questions were raised trogen users ran a 4.5 to 7.6 greater 

about estrogens’ carcinogenic, potential, risk of deve loping carcinoma of the 

several speakers— including those who uter i nc endometrium than nonusers, 
doubted the agents’ safety-emphasized Dr Thomas Mack, director of cancer 
ihat no direct link had been established surve j|i ance at the University of South- 

between estrogen use and endometrial cm California School of Medicine, Los 

cancer. Angeles, described a third study at the 

Concern Aroused meeting. 

Two studies of the drugs’ possible Other Risks Eliminated 

carcinogenicity described in the Dc- u s locale wus n large retirement com- 
cember 4 issue of the New England mi|nily in Southern California and its 
Journal of Medicine aroused concern j nvcst ;g nl ', vc population was 65 women 
about their use, and the commiltec wJiQ devc | opcd endometrial carcinoma 
promptly decided to put estrogens on during (]u . past follr ycars . Each of the 

agenda. patients was matched with Four women 

Representatives of the research teams who did not d( . V clop the canccr. All 
that conducted the N . Eng. J . Med. pub- surv * lvors werc interviewed, other 

lished studies described them in some- known risk f actors Sl) ch us obesity were 

what greater detail. William Finkcl. eriminatcdi and pharmacy records wcrc 

Ph.D., of the Kaiser Pertnanente Med- c | 1C cked to exclude other possibly car- 

cinogenic drugs from consideration. 

To Pituitary via Nose Dr. Muck said that among conclu- 

sions from the study were that the risk 
if developing endometrial cnrcinoi in 

estrogen users than their combined risk 
of developing cancers of the breast, 

more’ estrogen they took^thc greater 

tumor registry in the California Depart- 
ment of Health, Berkeley, who had pre- 
viously reported o 50% increase in 
endometrial carcinoma between 1969 
and 1973 in five counties surrounding 
San Francisco Bay, told the committee 
that the increase was confined to 
women over 50 years of age and had 
occurred mostly among upper middle- 
class women who were consequently 
k r 4 more prone lo take prescription medi- 




ients with other cancers or without “With lengthening of life, normal l 1 ' 
icer Among the 282 women in the women now live more than a third of m 
s Angeles group, 57% of the en- their lives with dramatically reduced P* 

mctrial carcinoma patients had used estrogen levels, regardless of the « 

rogens but only 1 5% of the controls source,” said Dr. Charles B. Hammond, v _ 
d done so. Among the 634 patients Associate Professor of Obstetrics and 
Seattle 152 of the 317 women with Gynecology at Duke University Mcdi- c< 

dome trial canccr had used estrogens cal Center. He noted that about one- ‘ 

t only 54 in the like-sized control quarter of women consult their physi- 
oup had used estrogens. cians about symptoms relating to meno- ? 

On the basis of the Los Angeles and pause. c 

attic data, it was cnlculntcd that es- "Approximately 10 to 15% of 
3 gen users ran a 4.5 to 7.6 greater women will have menopausal symptoms 
ik of developing carcinoma of the that are obviously caused by reduced ' 

erinc endometrium than nonusers. estrogen levels and would be very sue- P 

Dr. Thomas Mack, director of canccr cessfully treated by estrogen replace- » 
irvcillance at the University of South- h*™ 1 therapy, he added, 
n California School of Medicine, Los Dr - Daniel W. Gramer; an " 

ngcles, described a third study nt the — \ 

eeting ' who spent two years as a research epi- I 

Other Risks Eliminated demiologist at the National Cancer In- 1 

. crimte said that a “study of the trends 1 

Its locale was a large ^tircment com- cnd ’ omclria | cangcr over the period . 

uinily in Southern Cnhfoinm n d 1947.70 did not show any significant 1 

ivestignlive population was 65 women morbidity and mortality 

’ho developed endometrial carcinoma disease." 

uring the past four years. Each of the noted s ‘ vcral f actor s that might 

atients was matched with four women w |[k renl situation, including 
Aw did not develop the canccr. All diagnostic criteria, hysterec- 

urvivors were interviewed, other 1 and inaccuracy in recording the 
mown risk factors such as obesity were ^ cQncer or j g j nj and concluded 
liminated, and pharmacy records wcrc ■ wofk » canno t be considered a 
hecked to exclude other possibly car- r mi[on o{ stud i es linking endome- 
:inogenic drugs from consideration. Ciirc j no mR and exogenous estro- 

Dr. Muck said that among conclu- ^ ncilher does it !en d any sup- 
lions from the study were that the risk Sj hc hypo(hosis /» 
jf developing endometrial carcinoma I G Greenberg, Ph.D., Dean 

was greater among postmenopausal , . Kcnan p ro fessor of Biosintistics 

.■slrogeii users than their combined risk University of North Carolina 

>f developing cancers of the breast, . p ub|ic Health, commented: 

lungs, ovary, and colon, and that the • 

more estrogen they took the greater More Studies Needed 

their risk of endometrial cancer. „. wou j d bc p rcm aiure to impose 

Dr. Donald Austin, director of the or rcstr j ct i on 0 n usc of estro- 

ttimor registry in the California Depart- J llicrap y at this time. Obviously, 
mem of Health, Berkeley, who had pre- » mi ||ions of women using this drug 
viously reported o 50% Increase in considerable medical benefit 

endometrial carcinoma between 1969 . j^n the way of controlling weight, 

and 1 973 in five counties surrounding 1 reasing t | ie thinning out of bone tis- 
San Francisco Bay, told the committee * slowing down the processes of | 
that the increase was confined to • rhaps prevention of heart at- 
womcn over 50 years of age and had B M( j a general feeling of well- 
occurred mostly among upper middle- ' 

class women who were consequently u ^ b ' a j | s ncede d now ore more opi- 
morc prone lo take prescription mcdi- . io | og j C0 | studies designed more 
cations to relieve discomforts. validly than the Los Angeles and 

Dr. Sidney M. Wolfe, director of the one using ot her groups of cases 

consumer-oriented Health Research and comparison individuals. I would 


Clinical News Note: “ Objective 
criteria for avoiding the unnecessary 
amputation or expediting the needed 
[leg] amputation [in ischemic ulcer] 
are lacking. From our studies, it ap- 
pears that healing may not be depend- 
ent on a palpable pulsatile arterial flow, 
but more likely is related to the ade- 
quacy of the microcirculation and its 
capacity to provide an inflammatory 
response with its associated hyperemia, 
which are inherent in the healing pro- 
cess (Dr. Michael E. Siegel, Johns 
Hopkins University School of Medi- 
cine. Sec page 2.) 
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CSF metabolite studies do not support 
link of any single brain amine with spe- 
cific illness • • .5 
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Df. Keat Jin Lee, with self-retaining 
a new surgical instrument 
simplifying removal of the pltul^ 
fy na the nose. It was Invented by 
2' T? Bnd colleagues at the Hospl- 
' Sj'Raphael, New Haven. 


Group in Washington, noted in an un- - a ]iy jj^c to sec a comparison 
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Medical Tribune Report 

Santa Monica, Cauf.-OIU theories 
about the biochemical basis of mental 
illness do not appear to be strengthened 
by recent clinical findings reported by 
Dr. Frederick Goodwin, Chief of the 
Psychiatry Section of the National In- 
stitute of Mental Health's Intramural 
Research Program. The findings were 
based on an analysis or metabolites of 
brain uinincs in the spinal fluid of pa- 
tients alii ic led with mania, depression 
tmd schizophrenia. 

The NIMH sfudy concluded thnt it 
Is still not possible to link nny single 
brain amine with specific illness, even 
though many theories abound suggest- 
ing that an increase or decrease hi cer- 
tain brain amines may be reflected con- 
comitantly in a manic “high” or a de- 
pressed psychic “low,” Dr. Goodwin 
told the 1975 Symposium of the Intra- 
Science Research Foundation. 

Although levels of 5-H1AA (5-hy- 
droxy indole acetic acid) were lower in 
the spinal fluid of depressed patients 
than they were in the spinal fluid of 
normals, it was not present in excessive 
amounts in the CSF of manic pnticnls, 
as some theories proposed. In fact, he 
said, the CSF of some manics con- 
tained subnormal amounts of HIAA. 

Similarly, Dr. Goodwin could find 
no strong correlation between spinal 


fluid levels of the dopamine metabolite 
honiovanillic acid (HVA) and the 
norepinephrine metabolic 3-methoxy- 
4-hydroxyphcnyl glycol (MHPG) , in 
the CSF of manic patients. 

An association between schizophre- 
nia and brain amine metabolites in the 
CSF is equally unconvincing, Dr. 
Goodwin told the symposium. Al- 
though some theories propose that 
schizophrenic patients metabolize 
dopamine to HVA more rapidly than 
normal individuals do, the NIMH re- 
searchers, along with Dr. Malcolm 
Gowers of Yale, found that during or 
after a schizophrenic interlude, the 
turnover rate of dopamine may decline. 

Not Convincing; 

As for establishing a link between 
drugs now used to treat various mental 
disorders, and brain amine theories of 
the past. Dr. Goodwin said that the 
NIMH findings are again not convinc- 
ing. Depressed patients treated with 
lithium salts, tricyclic drugs or electro- 
convulsive shock usually showed a re- 
duction in the spinal fluid metabolites, 
rather than the expected increase. Also, 
phcnolhiazinc drugs used to treat 
schizophrenia were associated with an 
increase of HVA In patients treated for 
a short lime but no increase when the 
patients were treated with the drug for 


periods of from three to 10 weeks. 

In the past, said Dr. Goodwin, mak- 
ing a firm connection between specific 
brain amines and a specific psychic dis- 
order was thwarted by the obvious dif- 
ficulties of analyzing those substances 
in the brains of living individuals. In 
addition, analysis of the same materials 
in the brains of suicides who were pre- 
sumably psychotic gave very inconsis- 
tent results. The alternative was to 
measure the metabolites which enter 
the spinal cord from the brain by way 
of the cerebral ventricles. 

Dr. Goodwin’s findings were sup- 
ported in general in a paper presented 
by Dr. William E. Bunney, Jr„ Chief 
of the Adult Psychiatry Branch at 
NIMH. Based on extensive studies of 
drug effects, measurements of metabol- 
ites in the urine and CSF, etc., he ob- 
served that although drugs which in- 
fluence the levls of norepinephrine ap- 
pear to decrease or activate mania or 
depression, they also affect other brain 
amines, such as serotonin. Drugs which 
present theories indicate should reduce 
depression or mania "produce only 
minimal behavioral change." 

Concluding that “the CSF metabolite 
data do not support a single amine 
model ,” Dr. Goodwin proposed that 
the mixed results may mean that a dis- 
turbance in one amine system sets off 
an imbalance in one or more other sys- 
tems. Alternatively, he said, there may 
be subgroups within different disease 
stales, each of which might have a char- 
acteristic brain amine abnormality. 


Insulin Resistance in Non-Ketotic Diabetes 


Continued from page I 
aid M. Rcavcu, who said it was under- 
taken with Drs. Robert Bernstein and 
Jcrrold M. Olefsky, in an effort to 
throw more light on the relationship 
between insulin resistance and insulin 
deficiency in nun-ketotic diabetes. 

In presenting the findings, the team 
pointed out that u variety of studies, 
most notably those of Benton and Yal- 
low, have shown that patients with non- 
ketotic diabetes are "insensitive to the 
biologic action of insulin" and that 
these patients have circulating levels of 
plasma immunorcaclive insulin "al 
least as high as those seen In normal 
subjects." What has been missing, the 
research group stressed, is information 
that defines the role of insulin resist- 
ance and insulin deficiency in the dia- 
betic syndrome. 

"Most studies have focused on either 
the piusma insulin response to glucose 
or the ability of exogenous Insulin to 
lower glucose, and have not attempted 
to study both aspects of the problem in 
the same papula ton," the report de- 
clared. 

This was the aim of the Stanford 
study. 

The 95 subjects in the investigation, 
none of whom had ever received in- 
sulin, were divided into five groups oil 
the basis of their plasma glucose re- 
sponse to an oral glucose tolerance test. 
The groups included 2! normal sub- 
jects, 27 with borderline tolerant, 27 
with chemical diabetes, nine with fart- 
ing hyperglycemia (110-150 mgtt) 
and 11 with fasting hyperglycemia 
above 150 mg % *■ , 

Following an overnight fast, aff sub- 
jects received 9 1 50-minute Continuous 


infusion of glucose, insulin, epineph- 
rine and propranolol. Under these con- 
ditions, the team explained, endogenous 
insulin secretion was suppressed and 
similar insulin levels were achieved in 
nil subjects, thus making it possible to 
compare the ability of different subjects 
to dispose of identical glucose loads 
under the same insulin stimulus. 

Disparate Patterns 

“The mean plasma Insulin response 
of patients with either borderline ab- 
normalities of glucose tolerance or 
chemical diabetes was equal to or 
greater than that of normal subjects at 
UlI points during the glucose tolerance 
lest,” the investigators said, "‘Thus, the 
elucose intolerance of two patient 
groups cannot be attributed to Insulin 

“On the other hand,” the team con- 
tinued, “the mean Insulin response of 
pa tients with moderate fasting hyper* 
dveemia was somewhat attenuated, 
and patients with *yere fasting | hjjer- 
gfycemla tad unequivocal Insulin defi- 

d 'S&U, however, nil tour patient 
group, with ntaoimnl carbohydrate 
nelabollsin displayed more reafetance 
dun normal subject, to the action ol 

"tfdiscussiing the findings, the team 
observed that the disparate pattemi of 
Sn response In the patients with 
borderline glucose tolerance and qheni- 
ical diabetes and in those with hyper- 
JjjJraV could be explained by m 
hypothec 
basic tokri 


SSc liaion In dlsbetes is Insulin, defl- 
which it “logically M ■; 
S' tta investlgator. said, tbqt . the 


diagnosis of diabetes would be reserved 
for subjects with significant fasting hy- 
pcrglyccmin, since these were the only 
ones who demonstrate an abnormally 
low insulin response to the glucose 
challenge. Patients with a lesser degree 
of glucose intolerance, who are not in- 
sulin deficient j, would be classified 
simply as "the tall of the bell-shaped 
curve of the normal population." 

"The second interpretation of our 
results," the group suggested” begins 
by viewing diabetes mellitus as a dis- 
ease made up of a continuous spectrum 
of individuals with varying degrees of 
glucose intolerance, with the severity of 
the hyperglycemia dependent upon 
each patient's degree of insulin resist- 
ance and/or deficiency. In this case, the 
primary lesion in diabetes is resistance 
to the action of insulin, and the physio- 
logic response is to Increase insulin se- 
cretion in an attempt to minimize hy- 
perglycemia. However, the continuous 
need to maintain an increased secretion 
of insulin could lead to pancreatic ex- 
haustion with the subsequent develop- 
ment of insulin deficiency; In this for- 
mulation, insulin resistance is the basic 
defect In non-ketotlc diabetes; and . in- 
sulin deficiency is viewed as a second- 
ary phenomenon.” 

:That formulation, the team Said, re- 
flects its- ^current views." “Implicit Is 
the belief that individuals classified as 
having non-ketotlc diabetes by todays 
criteria do riot comprise a homogene- 
' ous population, and that at least two 
distinct disease processes are present in 
such patients. . . . [This] conclusion- is 
offered as la hypothesis which is con- 
sistent with available information and 
subject to evaluation by further trials.” 
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AnresolW 

[hydralazine) 

relaxes arterioles tiolve the major 

hemodynamtoroblem in hypertension 




i ipiwuimc icuuces 
peripheral resistance and 
lowers blood pressure through 
a direct relaxation of arteriolar 
smooth muscle. v 


high peripheral 
resistance: 

common attribute or 
most hypertensives 

Because high peripheral resistance 
i$the major hemodynamic disturbance 
found inmost patients with essential 
hypertension, 1 ' 2 the therapeutic goal 
should be reduction of total peripheral 
resistance and a return to more nor- 
mal peripheral circulation. 1 ,a 
Hence, vasodilating drugs 
“...offer a physiologically ra- 
tional approach to the therapy 
ofhypertension.” 1 In addition, 
"...vasodilators [combined 
with a sympathetic inhibi- 
tor] are the most predict- 
able and specific dnigs 
for reversing the hemo- 
dynamic abnormality 
of most hypertensive 
patients.” '* 


the only oral agent 
that deals directly with 
this problem 

Apresoline (hydralazine), the only 
currently approved oral antihyperten- 
sive with vasodilating action, decreases 
peripheral resistance — regardless of its 
cause — and, hence, arterial pressure by 
relaxing arteriolar smooth muscle. Ac- 
companying the fall in blood pressure is 
a rise in cardiac output and rate. 
Apresoline also maintains or increases 
renal and cerebral blood flow. 

a different and 
complementary phar* 
macologic approach 

Different in action from all other 
oral antihypertensives and compatib e 
with most of them, Apresoline can play 
a significant role in a variety of thera- 
peutic combinations. 

Such combinations, according to 
Freis, 4 with each component represent- 
ing a different antihypertensive mecha- 


nism, provide the most effective way to 
control blood pressure. This approach 
may also permit lower drug dosages. 

the problem of 
postural hypotension 
minimized 

Nickerson describes the action of 
Apresoline as follows: 

“A preferential effect on arterioles, 
as compared to veins, allows the in- 
crease in cardiac output and minimizes 
postural hypotension; the Latter is much 
less than drat produced by agents block- 
ing sympathetic nerves." 

Continued on following page 
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Abnormally 
high peripheral 
resistance is the 
major hemodynamic 
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therapy. Periodic blood counts are advised 
during prolonged therapy. 
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Apresoline 

(hydralazine) 

...key component iii the 

guideline” antihypertensive 
regimens 


AMA Committee an Hypartonslon Recommendations 


f0r thB ManagB m flnt 0f Uncomplicated Hvry srfpncinn 


Alternative 2 alternative 3* Aitemettva. 


(Hydralazine 


Initial therapy 0™“““ Q TmunlIC 

necessary <£"-*- ^^and (QPmej^ 
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Group 1 Group 2 
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Apresoline... 
included in all four 
treatment plans by the 
AMA Committee' 


(Adapted 6 ) 


Groups 
120 to 140 


Step 1 Individualized 
therapy 


thiazide 


(a «sr •sasr 


Group 4 


individualized 

hospitalized 

therapy 


(add if needed) (add if „▼ 

hydralazine hydralazine *£S5£* 


Apresoline... 
recommended second 
and third step therapy 
by the Hypertension 
Task Force 7 


(If needed go to) 
^Individualized-^ 

therapy 


used effectively in the 

landmark \A 

studies 8 ’ 9 

Apresoline was one of the three basic 
drugs used in two published VA.cooperatlve 
studip - studies which demonstrated 
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. (hydralazine) 


Reference* 

1. McNay Jl 


(Adapted') 


lie and vasodilator Wer^ 


3. Koch*Weser Ji 


drug there _ 

feessssss- 

6. Commliiee^on ?typertenskjni 

of ambulatory patients with hypertension. ■»** 

7. Report' opTaik Force I, National 

onAntihyoerlenalve Agents. JAMA ZOiilWr 

9 ijM*cb of treatment on ^hldlg Inhyg*^' 
•ton: ii. Results In patients wlin i dIastojK : _ 

pressure averaging BO through 114 mm g& up 
erans Admlnieff a I ton Cooperative i SU& 9K p 

BOT»r^ AaentB ' JAMA 2131 


The vasodilator anllhyperten- 

Mm. 

r her 13:627-6 32, d* 


w anunypertensive 
idea whose time 


mm Hfc 
iiudvQroup 


?£»?!' *8 o/ treatment on 

ston: ii. Results In patients wlih dlariwc 

pressure averaging B0 through I14njn> nft 


come 



Wednesday, January 28, 1976 


EDIT 


Medical Tribune 



capsules 


brief summaries of editorials or 
comments in current medical and 
scientific journals. 

“Our Lives and Hard Times 

« Medicine never has been, and 
never will be, solely a matter of pr£ 
vention; nor is high technology the 
only means to therapeutic or preven- 
tive progress ... We do already spend 
quite a lot on prevention of various 
sorts. Even so, the opportunity and 
many of the means for a better pre- 
ventive capacity than we now have in 
the field of chronic disease are at hund 
and the need is more pressing than 
ever. Increasing effectiveness and ef- 
ficiency in cure and care might provide 
some of the wherewithal, but the X% 
mentality [a combination of cumber- 
some planning, innate cautiousness and 
sense of fair play that fails to make a 
radical shift in the use of health re- 
sources in order to prevent chronic dis- 
ease] is what we really have to over- 
come. 

“There is, however, another aiin- 
culty. Sick patients have names; they 
present immediate problems, which ap- | 
peal to those we choose and train as 
doctors. Those whose illnesses wc may 
forestall are usually, almost by defini- 
tion, nameless, faceless, and unidenti- 
fiable either to themselves or to oth- 
ers. There is a challenge here to med- 
ical education, as well as practice and 
research. 

“Hard times have provided us with 
the chance and the incentive to make 
what could be some of the most signif- 
icant advances in health of modern 
times? If wc were at war, we should act 
as though our lives depended on what 
we did— which of course they do— and | 
we should almost certainly succeed; 
but we can’t quite talk ourselves into 
this frame of mind, and it is difficult to 
be optimistic about the outcome. 

“We shall, presumably, muddle 
through, and enjoy better times-but 
the X% mentality and medicine’s pre- 
dominant concern with the sick rather 
than the healthy will prevail, then as 
now. My guess is that in 20 or 30 years, 
or whenever it is that we have to tighten | 
• our belts again, we shall look back at 
the opportunities we had in the 1970s, 
hard though the times were, and have 
to confess that we let them slip by, 
unexploited.” (Caradog Jones Lecture, 
T. W. Meade, M.R.C., D.H.S.S., Lan- 
cet 2:1053, Nov. 29, 1975) 
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Study Shows Hypertension 
No Longer a ‘ Silent Epidemic’ 


Medical Tribune Report 

Bethesda, Mix— H ypertension no 
longer deserves Hie designation of a 
“silent epidemic,” according to data 
suggesting that both patients and physi- 
cians hnvc become more aware of the 
disorder and its dangers since the ad- 
vent of the National High Blood Pres- 
sure Education Program in 1972. 

The data— based on the National Dis- 
ease and Therapeutic Index show that 
the number of patients making their 
first visit to a doctor for the specific pur- 
pose of getting a blood pressure reading 
has increased 38% since the govern- 
ment-sponsored program began and 
that total patient visits for hypertension 
or hypertensive heart disease have 
jumped more than 40% in the same 
period of time. 

6 Million Unaware 

This, Dr. Robert Levy told a news 
conference at the National Heart and 
Lung Institute, indicates greater aware- 
ness of hypertension as a reason for 
seeing a doctor than all other causes 
combined. 

Dr. Levy, Director of the NHLI, also 
reported the results of u 1 4-cominunity 
study — thought to be representative of 
the nation as a whole— mode in 1973- 
74. If indeed the survey is representa- 
tive, lie said, only 29% of the 23 mil- 
lion adult Americans thought to have 
hypertension arc now unaware of il, 
compared with the 49% found by sur- 


veys in the early 1960s and in 1971 . 

Dr. Levy was quick to point out, 
however, that an estimated 6 million 
citizens still arc hypertensive without 
knowing it and that the problem ap- 
pears to be more prevalent among 
males than among females, particularly 
in the black community. By contrast, 
he said, 80% of women, regardless of 
race, apparently have their blood pres- 
sure regularly checked. 

Turning from detection to therapy, 

Dr. Levy reported that the number of 
patients receiving sufficient treatment 
to keep their blood pressure within 
normal limits has almost doubled since 
1971. But, he said, more than 9 million 
of the nation’s estimated 23 million 
adult hypertensives— while aware of 
having the disorder— are receiving 
either no treatment whatsoever or not 
enough. 

In these categories, he said, are botli 
those who choose to ignore the problem 
because the risks of renal, cardiovas- 
cular or cerebrovascular complications 
seem remote and those who discontinue 
their medication once they begin to feel 
better in the mistaken belief that the 
danger has passed. Still others— having 
experienced side effects from the drugs 
-want no further part of a regimen 
that makes them feel worse than they 
did befqrc, he explained. 

In this connection. Dr. Levy and 
members of the High Blood Pressure 
Coordinating Group who were present 


endorsed the concept of “therapeutic 
alliances between patients and their 
physicians to help patients help them- 
selves." Of particular importance, they 
said, arc: 

• adequate explanations for dietary 
instructions such as the need to restrict 
salt intake and lose weight; 

• prompt attention to side-effects 
such as gout whose expression is often 
prompted by thiazide diuretics; 

• a willingness to try substituting 
other drugs in the hypertension arma- 
mentarium when those first prescribed 
—for whatever reason— prove less than 
ideal; 

• ongoing efforts to impress on pa- 
tients that hypertension is a chronic 
disorder requiring life-long therapy and 
that, for each 10 points of increase of 
diastolic pressure over normal limits 
there is a concomitant increase of risk. 

• equal emphasis on the fact that ade- 
quate control of hypertension can add 
as much as 18 years to life expectancy. 

More than 1 50 lay and professional 
organizations— such as the American 
Medical Association, the National 
Medical Association, the American 
Hospital Association, the American 
Osteopnlhic Association, the American 
College of Cardiology and the Ameri- 
can Heart Association-participate in 
this outreach and educational program 
which is coordinated by the NHLI. 

The program’s future plans include 
educational efforts directed at high 
school students and a detailed cost- 
benefit analysis of hypertension control 
to refine the planning process in the 
years ahead. 


Psoriasis Therapy: Ultraviolet + Psoralen 


tote*. 
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Continued from page l 
apy and a severe, blistering burn, espe- 
cially with non-tanning subjects.” And 
Dr. liugenc M. Farber, of Stanford 
University, said patient demand for 
PUVA therapy has resulted in the use 
of “ jerry-built" lamps that lack uni- 
form intensity, have no safety devices, 
and require an inordinate lime ex- 
posure. 

The Boston group has been wont- 
ing with th GTE Sylvania Co., which 
is partially funding a 16-center coop- 
erative study now underway. Dr. Fitz- 
patrick expressed full approval of me 
fights developed by Sylvania, but Dr. 
Parrish noted that industry is “poised 
1 and ready" to deliver lighting systems 
as soon as the therapy receives FDA 
approval. 

Their approach. Dr. Parnsh said, is 
to keep two factors in the three-factor 
therapy constant. Thus, the dose or 
psoralen is calculated on a mg/kg table, 
and time from drug ingestion to light 
therapy is kept constant at two to three 
hours. Light exposure is calculated m 
joules, or milliwatts per unit area mul- 
tiplied by time. 

Dr. Klaus Wolff, of the University 
of Vienna, who has been collaborating 
with the Harvard, group for a number 
of years, said mJnlmuip phototoxic dose 
Is determined for each patient by ex- 
posing small patches of unexposed skin 
—such as the buttocks-to. different light 
doses of .5, 1, and 3 Joules.. Se*enty> 
two hours later, the tost fields 
graded for photosensitivity. The 


mum phototoxic dose is that which 
produces a test field of "barely per- 
ceptible redness,” he said. 

Another problem with lighting sys- 
tems. Dr. Fitzpatrick said, is that 
lumps may lose their effectiveness after 
only several hundred hours. 

Light Output Varies 

A paper by Drs. Johns. Martin and 

Hc „™ H. Roenlgk, of the Cleveland 

Clinic described a study of 168 pa- 
dents 'using Sylvania and GE lighting 
SiT- ^varying output. While the 
stronger Sylvania system required less 
lime W clear up psoriatic 'esions, the 
risk of burns was greater. And, they 
found, while the Sylvania unit tjad an 
initial output of 17 milliwatts/ cm s this 
reading had dropped to 8 milliwatts/ 
S Xr three months of use and all 
the bulbs needed changing. The Gen- 
cral Electric systems they use have 
Lh a fall-off of about 5% m eight 
^frlihs and have not needed replace- 
ment “Measurements of output with a 

photometer are necessary.” they con- 
Sluded “and close supervision by 
t£Si technicians will avoid com- 

^iheoverallsafayoflhePUVA 

.nnroach Drs. Parrish and Fitzpatrick 
SKmful monitoring: of a number 
“f psrameters has not yet revealedtraic 

side ’ ’“^eha^t «en 


strated in ruts using 1,000 times the 
drug dose and more than 10 limes the 
light exposure. But controlled labors- 
tory and clinical studies must continue. 

Dermatologists have had some 25 
years experience with the psoralens In 
the treatment ol vitiligo, Dr. Parnsh 
continued, and have found no loxici y. 
“But we know tlinl sunlight can cause 
skin cancer, and we know it can pro- 
duce early aging of ihe skin, so we must 
continue to be alert for those two 
effects, especially in the younger pa- 
tient requiring long-term maintenance 

treatment.” - - 

Meanwhile, he spid, a number of 
safety precautions are being observed. 
PUVA is given every other day. be- 
cause of the photosensitivity reaction 

to psoralen may peak as late as 72 
hours after oral administration of the 
ageni. Patients wear protective glasses 
during treatment, but are also asked 
,o wear sunglasses and sunscreens 
throughout the day and to avoid sun 

exposure that day. . , 

Meanwhile, the collabotalive study 
has already entered 640 patients and 
plans to treat a total of 1 .600, using a 
standard protocol. The Boston and 
Vienna centers have so far treated 300 
patients, and a 20-center study is being 
started in Europe, according to Dr. 
Wolff. 

But cautioned Dr. Farber, “since 
sequelae from PUVA treatment may 
not surface Immediately, it is essential 
; for practitioners to wait until the oh 
operative clinical trials are completed. 
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On ‘Extasin and Miserin' 

Reflections after reading an address hy a new Honorary Fellow and Special 
isitor of the Imperial College of Science and Technology, London. 


Visitor of the Imperial L-ouege oj M ien 

L ord rothschild, for many years 
director general of the United 
Kingdom's Central Policy Review Staff 
or “think tank,” has postulated the fu- 
ture creation of two new pills contain- 
ing chemical substances that he calls 
“Extasin” and “Miserin.” He had ob- 
served that rats with implanted cere- 
bral electrodes “can be taught to switch 
the electricity on when they fee! like 
it, and it turns out that the pleasure is 
so intense that when the rats are pre- 
sented with their equivalent of caviar 
or Marilyn Monroe, they ignore these 
stimuli and continue to press the plcas- 
. ure button." 

As is so often the case with the most 
prescient of government officials, past 
history appears to outstrip their “wild- 
est 1 ' imaginings for the future. One 
would expect that from an island king- 
dom where scotch and gin found their 
origins, the realization would have pen- 
etrated that for centuries ninny a man 
actually has foregone the equivalent of 
caviar and Marilyn Monroe for the 
"ecstasies' 1 of the bottle. To replace u 
liquid with a pill is no great scientific 
breakthrough. Further, we can assure 
Lord Rothschild that any substance 


such as his new “Extasin” would prob- 
ably be prohibited by the British Med- 
icine's Commission and our FDA if it 
had one oiic-hmulrcdth of the addicting 
and toxic potential of our old “Exta- 
sins”— alcohol, morphine and tobacco. 
Iu fact, in our country they would be 
limited to animal studies and probably 
prohibited in clinical pharmacologic 
studies. There is, therefore, little like- 
lihood of a better or safer “pleasure 
pill" or new “ecstasy chemical,” thanks 
to the Drug Policy Review staffs of 
most governments. 

As to “Miserin," or Lord Roth- 
schild’s “intense misery pills," here 
again our performance has outstripped 
his projection. Apomorphine, an old 
drug, can till that bill. A possible 
“drawback” is its parenteral use. 

In discussing the biologic potentials 
that man now possesses, including clon- 
ing, Lord Rothschild goes on to sny 
that with such and oilier technical pro- 
cedures of human intervention, "evolu- 
tion will he bypassed or short-circuited. 
Cutting out millions of years of trial 
and error really makes one think.” On 
the basis of the record, DID IT? 

A.M.S. 


Dangers Ahead 


np HE YEAR 1976 IS NOTH WORTHY IIS a 
1 bicentennial year but it is also one 
in which a presidential election will be 
held. To what degree the one event will 
overshadow the other remains to be 
seen but it would be salutary if politi- 
cians and legislators would reflect on the 
origins of this republic. 

It is clear that the founders of our 
sovereign state were extraordinarily 
concerned to set limits upon the powers 
of the federal government, which is not 
intrinsically surprising, since the U.S. A. 
came into being by rebellion against the 
excesses of those previously governing 
this country. But all governments — bar 
none— seek to increase their domain of 
operative control and this has been true 
°f the U.S. A. as well. The drive exists 
“Qt only in bureaucrats but in legisla- 
tors as well. 

The late Supreme Court Justice, 
M>uis D. Brandeis, once observed, “Ex- 


Non-ketotic Diabetes 


riimcAL Quote: "The second inter- 
pretation of our results [that reflects 
2‘^ylewlbeginsbyvlewlngdia- 
es mettitus as a disease made up of 

J!h!! nU ? US J‘ fecl,um °f individuals 

«« o/ glucose lnio,er - 
5 lhe KVfrU * °t ,fle %«“ 

t eJ a Jf P ‘ n ,f en ‘ Up0n eacH 

til 0 1 . !ns “ ‘n resistance and/or de- 
incase, the primary lesion 
resistance tothe action of 
iv'.-i;;': £"&>.«* faphysldlotfc response Is 
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peri cl icc .should tench us to he must 
on mir guard to protect liberty when the 
government's purposes arc beneficent. 
Men born to freedom arc naturally alert 
to repel invasion of their liberty by evil- 
mtiulcd rulers. The greatest dangers to 
liberty lurk in insidious encroachment 
hy men of zeal, well-meaning but with- 
out understanding “ 

It is likely that no startling legislative 
changes in regard to medicine will take 
place in 1976 but once the elections arc 
over the sluice gates of legal innovations 
will open wide and particularly so in the 
overall area of medicul care. Justice 
Brandeis' words may not have been di- 
rected to this area but his warnings 
about the “insidious encroachment by 
men of zeal, well meaning but without 
understanding” and their danger to lib- 
erty are appropriate and should be kept 
in mind. 


Contraception and the Heart 

If Frances Goodnight’s report (MT, 
Nov. 5) correctly reflects Dr. Louise 
Tyrer’s (and Planned Parenthood’s) 
response to the British paper on oral 
contraceptives and heart attacks, then 
that organization would do well to add 
biostatistical competence to their ad- 
visory panel. The British report, a so- 
called case-control study, by its very 
nature cannot yield cause-and-effect 
answers; yet, this is what Dr. Tyrer 
Infers. 

The number of factors which affect 
the incidence of heart attacks so con- 
founds the role of oral contraceptive 
use that complex multivariate statisti- 
cal methods must be used in the analy- 
sis of such data. In actuality, the report 
Is based on a simplistic; wholly inap- 
propriate statistical procedure. The au- 
thors themselves indicate that the con- 
fidence limits of the calculated relative 
risks are extremely large because of 
the small sample size, yet Dr. Tyrer 
quotes risk estimates ostensibly accu- 
rate to three significant figures. 

This wholesale acceptance of an 
unconfirmed, flawed epidemiological 
study recalls Planned Parenthood's 


over-reaction a few years ago to the 
discredited Melamed cervical dysplasia 
study, and to other adverse reaction re- 
ports of equally low scientific caliber. 
One begins to wonder which side of the 
contraception problem Planned Par- 
enthood is on, these days. 

Joseph W. Goldzieher, M.D. 

Southwest Foundation for Research 
and Education 
San Antonio, Tex. 

“ The Three Horsemen . . 

Dr. Suckle r in his fine column, “The 
Three Horsemen of Death,” questions 
the attitude of the politicians who at- 
tack useful drugs and their manufac- 
turers while leaving alcohol and nico- 
tine unscathed. Does he not realize 
that enormous tax revenue is exacted 
by federal, state and city governments 
from booze and cigarcts and that it 
would not do to assail these “holy 
cows” or if you will “golden calves”? 
Drugs produce no such direct revenues 
but make good copy that gives rise to 
grateful votes. 

Paul Singer, M.D. 

Summit, NJ. 
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to increase insulin secretion In an at- 
tempt to minimize hyperglycemia. 
However, the continuous need to main- 
tain an increased secretion of insulin 
could lead to pancreatic exhaustion 
with the subsequent development of In- 
sulin deficiency . In 'this formulation, 
insulin resistance is the basic defect In 
non-ketotic diabetes, arid insidln defi- 
ciency is viewed as a secondary phe- 
nomenon ,* J (b& Gerald M. Reavqo, of' 
Stanford University. 1 See page JL) 


The Stranglehold of the IQ. by Benja- 
min Fine, Doubleday & Company. 
Garden CHy, N.Y., $7.95 

. A further biting indictment of 
the l.Q. tests is made by Dr. Mercer 
of California, who observes that if the 
l.Q, tests were abandoned, it would 
eliminate their misinterpretation and 
misuse in educational practice. It would 
make I.Q. scores irrelevant and una- 
vailable. By abolishing l.Q. testing, ed- 
ucators would be forced to look beyond 
this convenient label and come to grips 
with the needs of children in all their 
individual complexities. 

“Moreover, Dr. Mercer objects to 
the reference to l.Q. scores as “intelli- 
gence quotients,” adding thht it -is ar- 
chaic to accept as accurate the refati©*^ 
ship between* Hffonological age ano- 
meJifalage. The term "intelligence quo- 
tient,” or l.Q, as It Is known, has ac- 
quired a semitnystical meaning, ren- 
jjqfing.it useless as an accurate scien-^ 

'tific instrument. . • , • ’■ • , • • 

• “If used *1 all, I-Q-, should, In 

fairness j be standardized on similar 

JocWuKural and ethnic, backgrounds 


of the children tested. -In that way, a 
child’s score could be compared with 
other children of his own culture and 
background. A pluralistic, sensitive in- 
terpretation of the meaning of how chil- 
dren perform on alj standardized tests 
would prove a sounder basis, than is 
now possible through l.Q. tests, to de- 
termine the youngster’s ability. 

. . .“ft is essential, if education is to be 
Improved in ' this country, and If all 
children are to receive equality of op- 
portunity, to discontinue l.Q. testing 
and to weaken the hold it has Upon the 
educational world. 

“The l.Q. score has become a badge 
of accomplishment, , a medal of honor, 
a Symbol of elitism. Parents boast about 
the l.Q. scores their children receive as 
, tjiougb this was. the most important part 
"bf the entire educational system. • 

“But you can’t blame the parents. 
They have been brainwashed and over- 
sold on the value and importance of the 
l.Q. and have accepted the assessment, 
of teachers, guidance counselors, or 
. psychologists that a high l.Q. score is 
a magic opening for their children to 
academic and worldy success.” 
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M.D. Charged with Murder 
Urges New Euthanasia View 

Continued from page I r- „ 

&wasa£ 5 ? swaswa 

in^^-on ot rrs e r q “t 


Bicycling for the Blind 


, — — lciuacu lO 

continue force-feeding. The photo 
He akr» tniri i hr. inn • . showed an 89-year-old woman weigh- 

the day-long^con^ference^ha^'ih^ 115 81 “? 56 , P ° unds ' P 0 ™ 1 ^ a " d uncon- 
. * ,, , rence tIiat the mis- scious for over a year “The rteht tn 

S; 5 £SSs 

aUo^C a Td ,ly ^a«d d by a^b" t ™t phy . sioi,,n ' s chief responsibility 
jecUve new terra " y ° b ' l ° Patients “is an adequate period 

Of observation of the course of the 
Demonstration Outside disease, which supplements the diag- 

While he and others spoke, a croup £?“ f i he pr J mary disease by show- 
of young . demonstrators outside the whether P at,ent recovers or 
Time-Life building carried signs that ? tS . WOrs ^ after comme ncement of 
read “Death Be Not Proud” and “Eu- “f nt * D i' H aemmerli stressed, 
thanasia is Murder.” In an impromptu i- ■ n ? ted ’ “ rules out errors of 
interview with Medical Tribune ? ia f 8nos,s w ! th re « ard t0 irreversibility 
they all asserted that people like Dr t° f 7 “piousness].” 

Haemmerli and other “euthanasia ad- the , case l of hea « arrest, observa- 
vocates” were part of a movement to h° J? “5.*-“?, an hour is efficient, 
eradicate “meaningless” members of ne sa,d » whd e failure of the brain with 
society - unwanted fetuses, the de- 055 °* res P iration takes a few days, or, 
formed, the aged, and the terminally In brain faU ' 

ili. 1 ure with continued respiration, “weeks 

Nothing, according to Dr. Haem- or often months are necessary.” 
merli, could be further from the truth. Legal Redefinition 

In his definition of death, he called vm. a , . 
for a broadening of the “Harvard cri- tie^WlL SS**** du, y fo P a ' 
lena" for cerebral death to include pa- ‘wLn^ ™ rvi ™ vegelaUvely as 
tlents whose braius have died but who 2pThL ?,!* bta, „ PMologicnl 
have preserved their spontaneous res- hnmLr r * ,ive becom “ <"■ 

piration and can be treated [with IV -S? ' pu ? th * P’“8 ™ a y bring 
feeding, etc.] in normal wards.” ” "^practice charges. The 

A patient is “humanly dead,” he con- ta“ e .anv “®! ested > * 

lends, when consciousness and person- all h?« « ,he doc,or ’ ! duty to 

ahty are “permanently" and “irretriev- of lds ™o«va- 

Pbiy lost," even though spontaneous p--L? lh " *“ ' he “«™ taken. Dr. 
respiration may continue because the^Z ? d ' he press ^ Sieves 
deeper brain structures are only nar- H p ? ra,lc 0a,h k outmoded and 
tiaUy affected. This kind of patient he jSf J '™ <a,,T <>ty the following new 
pointed out, is far more common in fcty, 1 

everyday practice than the patient in sion h.f^' 0 '', m , ust L cxercise l>' a profes- 
the Harvard criteria. ? n ,luiaai *ly to the best of his knowl- 

The Harvard criteria, he noted, inierMK “ nd in his pationt ’ s 
Include irreversible unconsciousness, the * muSt ,reat his P a ‘>mt in 
accompanied by 1 ) failure to respond f»,her ' T* BS .> would wish his 
to sensory or sensitive stimuli, 2) limp to te .Z.fi, Wlfe ' chi,d ' 01 himself 
extremities without reflexes, 3) lame he ,,i, d J . by ano,ha r doctor if in 
pupils not reacting to light, 41 a swtft i. , e medlcal filiation as the pa- 

fali in blood pressure after removalof ''&“T™ d ” P 

circulatory support, and 5) absence of action .ii/ 11 ? e Cm of te ™'aation of 
spontaneous respiration. to P rolon g the life of the 

However, these criteria for death f s hr® 1 '" » dead . . . w h a , 

were established only in reference to motiv^n!!^ 10 the doctor is not his 

transplant surgery and the orgah-donor but S' n,?, f ° r terminad ng ihe action 

situation. Dr. Haemmerli said. “Tims to the Dart niotivation ^Ui regard 



plon cyclist Bob Panler, after a 49Smlk .M r , ‘ n , tandeDI ■» dun. 
Australia. The six-day* journey "nvofvfeg'lx^bllnd^nH^^V 0 ^^ 0 ”*^ 
sponsored to promote cycling activities among lhe bflnd 8 ridm * as 


tended period, Dr. Haemmerli said. 

of «rr- D,n ? thC d0Ct0r,s duty in terms 

of action has created a medical as well 
as a legal problem, he added. In medi- 
cal school, the doctor is taught to act. 
He is not trained in omitting to act. 
young doctor feels therefore action to 
oe good and not acting to be ‘bad.’ " 
This notion, he suggested, would be 

h lZT Cd v thc doctor ’ s dl,t y were 
based on his motivation to enhance (he 

Tret “ ng ’ CVenifth -^ 

death fr ° m prolon 8 in 8 biologic 

Stressing the importance of motiva- 
tjon m redefining rhe doctor's dmj 
Dr. Haemmerli compared the dying nn- 
«nt oahou^on fire and chTdSJte 
a fireman. If the fireman is unable 
to extinguish the blaze after trying 
everything in his power, is he guilty Q f 

ground?' IC ‘ tin6 ' hC h ° USC bUr " '" ll?c 


“as a natural course of evenls,” and 
shared openly by all people, along with 
birth and aging. 

Legislative Efforts 


th*. aocror if in 

ttaSSS? sUuatlon as the P’- 

acto^iiri 0 Cp8e of termin ation of 

SSWAXita- 

to the'patient.^ ni0,vation regard 


Mm, mus to th#» who regard 

t is not death, or the death of the brain & ien t 1, 

in general which is defined, but only a dwmmT- ? f t suffei ^ n « of incurably sick 

specific death situation,” something the ? u u ch as ‘hose suffering from 

lay press ' often disregards.” ' /. J nh t Tneta «ases, and of other 

, p rolonKln*De«tti . by dodS^aTeuthaii ls . not , cot ? sidered 

Extraordinary measures ' such as * bv J° u * Professional duty.’ 1 1 88 thev 
force-feeding only prolong a terminal w c “ rrant definitions, he observed Hr< . 

his Dr. dSh P Qn ' lntetVention and “ahiays 
^mmerlisald. Theyaerve no thera- -Sf n ^* *&*,»: i-e., preserving and 

peuttc purpose in the terminal disor ' life and/or health enrino 

der Itself, piscontlnuirig these meas- mJr ; suf ? erin g. However fn 
uretli he told a special press conference : JJJ^^ Praotice,. "relieving gU fferino 





j Doctor Protection 

' e Based on ,!lc sc observations the 

: saVr*^ 

■aihBSswSs 

S3W=saS 

„iv e I ‘S P ." haps not b e necessary to 

-wrarJrSK 

should make teml*JSSS? lon ; 1 duty 
. doctor possible?” ■ ProteC * , ° n for the 

discus- 

ment of new definirfo m J^ e eslfl blish- 
nursing staff nS f 03 ’ the doctor and 

'ow is Written, he , aid. are a " y new 

,ife and 

-bo the 

wllhtut. protre di rr pi T PCTO " 


0 ^ Iso speaking at the conference on 
„ the Icgnl rispecls of euthanasia were 
George Annas, Director of the Center 
for Law and Health Sciences, Boston 
University School of Law, and Ray- 
s niond Ewell, an Illinois state legislator. 

Citing precedents such as the "Good 
Samaritan” law and the Uniform Ana- 
tomical Gift Act, Mr. Annas con- 
cluded, "If you don’t change the at- 
• titudes of physicians and patients, new 
" ,aws f regarding euthanasia] won't 
change their uchml behavior." 

The Good Samaritan law exempts 
physicians from most malpractice 
charges, he said, buL did not cause an 
increase in the number of doctors 
■stopping at traffic accidents. Nor does 
the UAG A prevent many families from 
refusing to allow deceased members to 
donate their organs even though the 
donor’s intent is legally binding. 

He also noted that “in our society, 

I ho physician makes most of the lough 
health decisions. Instead, patients 
should regain the right to make these 
decisions," including the right to die. 
Preserving this right is the intent of the 
Euthanasia Educational Council's “Liv- 
ing Will," a document available at the 
conference, stating the signee’s wish not 
to be kept alive "by artificial means.’’ 
Mr. Ewell, who represents a district 
in Chicago, discussal his recent at- 
tempts to introduce “death with dig- 
nity" legislation in Springfield, and the 
“appalling lack of understanding” that 
ensued during debates. Th e WHs* i] e 
said, specified that the decision to die 
was to be made by no one other than 
the person dying, yet “people see eu- 
thanasia as disposing of unwanted 
members of society.” Both bills were 
soundly defeated in the legislature. 

Mr. Ewell concluded that “as long 
as we’re a society that believes in 
miracles, you'll have a difficult |liac 
getting doctors to pull the plug ” 
the most vivid example of public mis- 
understanding and apprehension abou 
the euthanasia issue, Mr. Ewell QiwWj 
one of many telegrams he received 
opposing his legislation. , „ . 

“We are against youth in Asia, tn 
message reaef.: 
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enACidefSeeks To Improve 
All Phases of Agency’s Work 

™ it nA Com- Q- Wouldn't more support of scientific 

Text of interview with i communication and fewer legislative 

missions. Dr. hearings help achieve a belter FDA 

by Dr. Arthur M. Sackl , contribution to public hcnlth? 

Tribune publisher • 

\, First, I would sny that Congrcs- 
n The FDA has made significant prog- siufml overs j g | U 0 f FDA is important 
In raising the sclenHfic caliber of and p roper . Having said that, T will 
lie staff in recent years. Can this prog- Lum arounc | and sny we luwc far too 

1*5 SltU . . in ■ ' I inniliviae 


ress be maintained? many hearings and oversight inquiries. 

Cll ^« re - Some that occupy our time arc not as 

A. I certainly hope so. Su productive, in my view, as other en- 

cruiting usually depends on several tlenvors might be. So my answer must 

ferent things. One is an ability t be, “yes." Wc could spend our time 

people who want to do what needs ao- mopc jn thc sc i ci1t iii c arena, and less in 

Ing, and a second is an appropna e ^ political arena. 

" Ston arises as to why good Q. With (he doetor-pnlicnt relationship 

. ...2 whv good people, would so important in the therapeutic process, 

S to come and work with FDA. One should not FDA be acting to .mprove 

of our current problems is that we have that relationship? 



01 uui WUI1W* 

an inadequate professional milieu in 
which topflight scientists could come 
and remain, and remain stimulated and 
excited by what they do for a long 
period of time. Some of our profes- 
sionals complain that it is hard to re- 


A. Well, we certainly shouldn’t be do- 
ing anything to disrupt it. Whether it 
is our job to work actively at thc inter- 
face to improve it, I am not sure; be- 
cause, you see, you sometimes and 


sionals complain that it is hard to re- G ihcrs have complained that wc im- 

main excited professionally in a light pro p Cr |y gc t into the practice of medi- 

green office 16 feet by 10 feet, largely cine. F am not sure thc doctor-patient 

_n.niu.li An n^nnlc’s FC- !l- in nrA!i wn clinnIH nctivelv 


. - cine. F am not sure thc doctor-patient 

doing research on other people’s rc- interface is an area wc should nctively 

search. be working in except to be sure that thc 

So the question conics up as to physician and his or her patient both 

whether or not more in-house science, are fully educated about drugs. 

which ,we need for many reasons q. You Iiuvc raised the question of the 

would be an inducement for people to fui|C||on Cou|d l ask n ser | es 0 f 

come; whether our interaction with ad- ||ons M |hLs , nti bccausc pDA Is 

visory committees, which is increasing, lnvo | vcd j n s0 llinny areas other than 
will help people keep up professionally. druR regulation. 

Of course, the salary situation is not CouM you dcflnc w hidi of Ihe fol- 
gpod. When we can offer somebody |ow|nR nrC ns of FDA action arc ac- 
only half what he is already making, (u(d | y bascd on j tN legislative mandate! 
recniitlng is very difficult. (() Does the FDA have n mandate to 

Q. Couldn’t raising (ho consciousness <»'«' thcrnpcullcs hi medical practice? 
of the public and the Congress to thc a. No. 

MIj L make, belp Impravo «hc blliia- "■ 

Uon? A. No, not originally, hut some control 

a v n lii ^ was udded to our list of things to do by 

A. Ye, Public approba lion is another ^ |n l9fi2 . 

form of reward, and it is true that the 

work our professionals do is among Q. To control all therapeutic research 
' ■ the most important that any profes- or just that by pharmaceutical compa* 

sionals in this country do. They make ni“? 

J ■ « « • . 1 . . _ . II.. _ . .i I 


Q, (l) Whs thc FDA established to con- 


decisions which are sometimes literally 
life-and-death decisions for large num- 
bers of people. I am constantly amazed 
that we do have top notch people In the 


A. I would have to go back to the 1962 
amendments to see exactly what the 
words were. Thc FDA is to regulate 


that we do have top notch people In the that clinical investigation done to ob- 
agency who are happy and productive. i n i n the substantial evidence for safety 
For these people, the professional and efficacy presented to us by invesU- 

spirit is internal in that they generate gators that arc selected by the drug 
It themselves, which a professional companies . . . 
riiould do. I think that is marvelous.. Q ^ hy fhe drug Brra . . . 

QMVtat Is your currant primary ob- N , , b|£C , hat back , because it cov- 
Htttve In Ihe drug regulatory area? e „ morc than drug firms. We arc con- 

A. One objective is to be more certain cemed with research done und ? r . ' 
that we are basing our regulatory deci- investigational new drug applicant 
slons on the best possible science. This FIND). 

is why we are Increasing our use of ad- g. But H a phystdan is doing research 
visory committees. We are also in- 
creasingly having open public hearings 
•° a scientific issues; we are involving A. Not under an TND? 

NIH and other groups formally in our Q ^ correct, not under an 1NJ>, 
Wo *; we putting safety data almost ^ hc ^o e«'t come under yoor regn- 
“^mediately on public display and in- tarton*? 
vlung conunent on them. AH these , . 

«dng& are intended to improve our-iel*: A. That wopid be correct, hut the 
eatlflc base/. , fioa I would immediately ask *s, V 


Dr. Schmidt 

research on a new drug? Because if it is, 
then it should be under an IND, 

Q. JSven if he discovered a natural sub- 
stance, an extract or new substance, for 
example, such as Fleming's in relation- 
ship to his work with penicillin? 

A. Well, dearly we have not been active 
in the area you are talking about now; 
and clearly, unless the law were 
changed, we would not get into that 
area unless interstate commerce were 
involved. 

Q. (3) Is the FDA an educational body? 
A. Yes. 

Q, By mandate? 

A. Yes. 

Q, (4) Is 11 a licensing body? 

A. Yes. 

Q. Aside from licensing of drugs, docs 
it have the right to license physicians to 
do or not do research? 

A. Yes and no. We do not actively li- 
cense researchers; wc can defrock them 
[or fraudulent research. 

Q. (S) Is the FDA an economic body? 

A. A lot of people, particularly now, 
are saying that we do have a very peat 
economic impact with our reflations. 
Practically speaking, our regulations do 
have an economic effect about which 
, we must be aware, but in the sense you 
are asking the question, clearly not. We 
i must write inflation impact statements, 
1 far example, which I think we should, 
But in terms of the pnerng of drags, or 
reimbursement policies and that sort of 
thing, our involvement is indirect, it at 


regulatory review or entry of Inspec- 
tors into their plants. 

A. Let me be very clear. The Food, 
Drug and Cosmetic Act is a criminal ' 
statute and we enforce it. We are a law 
enforcement agency. This is something 
I think n lot of people don’t appreciate; 
in a very real sense, we are policemen. 
When wc promulgate regulations based 
on criminal statute, they carry the force 
of law, and wc prosecute violations. 

Q. No, I am not referring to a direct 
violation. I am referring to the use of 
the Inspection vehicle as a form of ret- 
ribution for non-coopcrntlon. 

Q A. I would consider that a very serious 
| charge. If anybody says that happens, 
1 1 want to know immediately the details 
| of the charge. Such activity would be 
3 highly improper. 

| Q. (8) Is the FDA n judicial body? 

A. Well, again, your questions and your 
phrases have meaning for you, but I 
am. not sure what you mean. There is a 
judicial branch of government, and in 
the strict definition of the term, no, we 
are more prosecutors than we are 
r judges. But, again, I am not sure I 
• know what you mean. 


1 


an. 

n (61 Does the FDA*s mandate ruii to 
publishing? I raise the question because 
o( your Bulletin. 

A We have authority to publish educa- 
tional and technical materials. 

Q. (?) k it a prosecutory body? 

A. I don’t know what you mean by that; 


A. That would be correct, hut the tfjg-. 
lion I would immediately ask U, is w* 


n There have been situations in which 
f^hlflore of a manufacturer to gq 
SLsrrithan FDA derision In JMP** 1 
ii%ug has been followed by intern* 


! ■: - . 


Q. (9) Is it r legislative body? 

b 

A. No. 

Q. Thc reason I have asked those ques- 
tions is that historically our government 
has separated these functions and it 
would appear that the FDA in its op* 
cratlons has not separated the functions. 

A. Well, again, I would say that you 
have drown a conclusion. I would have * 
to have evidence on which you base 
your conclusion to comment satisfac- 
torily. I have looked very carefully at 
this area, because I am well aware that 
from the framing of our government 
200 years ago, thore has been concern 
about what some people have called the 
fourth branch of government-the ex- 
ecutive agency. Clearly, FDA is a 
member of the executive branch of 
government. We implement legislation 
and wc Interact dally with the courts. 
And we implement court decisions, I 
think one has to be fairly sophisticated 
and thoughtful in order to separate out 
those three functions that admittedly 
are often intertwined. To say that we 
can do our job Without rubbing up 
against other branches of government 
to some extent is to be na'fve. 

Q. Does this not make it imperative, 
therefore, for Ihe FDA to be as non- 
partisan in its operations as possible? 

A. Absolutely. But the biggest block to 
that is outside the agency, not inside. 

Q. Does not the concept of drug regu-. 
lation Imply Increasing Jhe develop- 

; men! and flow of new, important thera- 

peuffc agents as well as holding back 
potentially hazardous ones? 

A. Without any question. We have the 
dual responsibility to impede bad drugs 
from getting on the market, and not to 
impede gpod drugs from getting on the 
; market: Having an active advocacy 
i function for drugs, however, would 
i bother me. We should be as dispassion- 

t ate' as possible. , 
a ' To Continue Next Issue 
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Medical Tribune 


The Other Side Speaks 

Letters Differing with Dr. Lasagna on Treatment of 
“Colds” and with Dr. Sackler’s Column 


_ fNnv to 1975) published a letter by Dr. Louis Lasagna, a 

Medical Tribune (Nov. tv, l( lJaticnts w uf, upper respira- 

kading pterma^M suffering from a combination of cough, singed 

ton complaints s° & til. neck, earache. eU-.-in other mrds. 

nose. ^■" m, ^;^Jo,» p l ca ,i 0n , ol the common cold." He asked: "II this is 

lranieco si a n «>< miibio,ic is 1,01 wwns: ra,h "c ,e ques "z 

^i^aamoZ ^uUbl be,,?" He asked that M.™cal Ta.nuN.i solid 
responses from physician readers. 


On “Colds and Antibiotics,” two 
points must bo made. First, “secondary 
bacterial complications of the common 
cold” justifying routine use of antimi- 
crobials have not been established. Sec- 
ondly, I sympathize with your feelings 
and respect your opinion, but decry any 
rationale that “What’s good enough for 
the President of the United States is 
good enough for our patients, the citi- 
zens of the United States. 

Please publish these two glaring ob- 
jections to this approach to therapy. 

J.S. Fabian, M.D. 

Lieutenant Commander, MC USNR 
Department of Medicine 
Naval Aerospace & Regional 
Medical Center 
Pensacola, Fin, 


For the past seven years 1 have been 
practicing at the University Health Serv- 
ice here. I believe your conclusions are 
erroneous. In our experience, the symp- 
toms which you have described as sec- 
ondary bacterial complications of the 
common cold are in fact primary symp- 
toms of a great number of viral infec- 
tions. 

Under those circumstances, wc prac- 
tically never use antibiotics and merely 
give symptomatic therapy such os de- 
congestants, fluids nnd aspirin, and anti- 
tussives where indicated. Wc adhere to 
the same high standards of medical 
practice as our academic stall. 

Sidney R. Michael, M.D. 

Clinical Associate Professor 
of Medicine 
U niversily of Wisconsin 
Madison, Wis. 


In response to your request (MT, 
Nby. 19), I think that you will already 
• know and agree with what I have to say. 

; There is, of course, no justification 
for andmicrobic therapy or prophylaxis 
Eor any viral infection. The matter was 
emphasized in almost all my consecu- 
tive Annual Reviews of Infections since 
1935, especially regarding viral respira- 
lory tract infections. 

The group (colds, rhinitis, ARD, 
flu, viral pharyngitis), as you know, 
comprises the commonest of all minor 
ailments, “Treated they last two weeks; 
.^treated, a fortnight." The aphorism 
. still holds. ' . 

! Secondary bacterial invasion occurs 
' m ab out {% of victims, but only pneu- 
mococcal and hemolytic streptococcal 
infections respond to therapy. The 
change from an early watery discharge 
Jo an opaque viscid “purulent” one con- 
taining the, norm al fiora often is mis- 
• ; . *eh for evidence of bacterial invasion 
and leads to unnecessary therapy. 

Itcost were no object, routine roent- 
• , J !'- 1 . . 

u .. - l • • 1 j.- . . 


In the same issue, Dr. Arthur hi. Sackier described how President Ford was 
given an antibiotic for the lingering eQects of a cold and suggested what’s good 
enough for the President of the United States " is good enough for our patients .” 
In previous issues, Medical Tribune has published representative selections 
of the overwhelming majority of letters, supporting the altitude of Drs. Lasagna 
and Sackier. 

In this issue we publish the minority report: comments that disagree with 
their views. 


genography predictably would disclose 
unsuspected viral pneumonia in most 
victims of a "heavy" cold. Some of 
these arc ambulatory, as l was three 
times. Traditionally, pneumonia during 
colds has always been ascribed wrongly 
to bacterial invasion. 

In one recent article, 25% of a popu- 
lation with colds sought medical atten- 
tion. ( JAMA 227: 164, 1974). In 
others, two-thirds of - 100 million Rx’s 
for antimicrobics were prescribed un- 
necessarily for colds {Brit. Med, J. 3: 1, 
1974), and they were "useless" in 89 
children {Med. J. Australia, 1: 304, 
1974). “Over-the-counter" sales total 
$1 billion annually {Blue Cross Rev. 
Feb., 1973). In one compilation, physi- 
cians prescribed antimicrobics for 60% 
of colds almost all needlessly {Awn. hit. 
Med. 76: 577, 1972) . . . 

I could go on, but I’m sure you are 
well awnre of the misuse. At least, those 
are my views of the matter. Physicians 
arc not always to blame. Patients often 
demand "wonder drugs," and [E one 
physician is brave enough to decline, 
another probably will submit to coer- 
cion. Physicians may be apprehensive 
and prescribe antimicrobics routinely 
as a mode or "defensive medicine," lest 
the 1 % of untreated secondary infec- 
tions end seriously. 

Purists prefer the term uniimicrobic 
to antibiotic (nnti-bios : " against lire) of 
which the atom bomb is the best ex- 
ample. You may remember that l called 
attention to the redundancy of “human 
volunteers. 

Hobart A. Reimann, M.D. 

Professor of Medicine 
Hahnemann Medical College & Hospital 

Philadelphia 

I believe that Dr. Lasagna's basic 
premises are unfounded, at least as they 
apply to this part of the country in (his 
day and age. My experience is that 
many patients do visit a doctor’s office 
for advice about uncomplicated coryza. 
You have ignored the fact that manyi or 
most patients, now have employer-paid 
health benefits, so that little if any out- 
of-pocket expense is involved in coining 
to a doctor’s office. Many of these pa- 
tients also have “other people’’-paio 
prescription plans which enable them to 
purchase medication for symptomatic 
relief much more cheaply if it is pre- 
scribed by a physician than if bought 
“over the counter.” Finally, many em- 
ployers require a note from a physician 
if an employee is away from ' work be- 
cause of illness— another socio-eco- 
nomic reason for a visit to the doctor, 
which otherwise wouldn’t be require"* 
Two Sundays ago, I was “O.D ft* 
the doctors who share my medicMbujw- 
ing, there supposedly to provide for ur- 


gent medical problems which could not 
wait until Monday. Of the patients seen, 
four had “colds.” One was a mother, 
who had minimal symptoms, and who 
had brought her son, whose symptoms 
were practically gone. Another was a 
wife who "didn’t want to bother" me 
and who had brought her husband who 
came because she made him. None 
of them required other than support- 
ive treatment— no prescriptions were 
needed and none given. This is a rather 
typical occurrence for the reasons out- 
lined above. 

Stanley Slater, M.D. 

Brooklyn, N.Y. 


In the matter of antibiotics and “the 
common and not-so-common cold, 
your argument is intriguing, but 1 think, 
it is sophistry. 

The laboratory in our small, but ac- 
credited, hospital in a town of less than 
7000 people is excellent. We can re- 
ceive the Group A, B hemolytic strepto- 
coccus screening report the following 
morning and the sensitivity reports on 
other pathogens within 48 hours. 

On the first visit of the average cold 
patient, then, Is it unreasonable to get a 
throat culture and prescribe sympto- 
matic medical treatment until the next 
or second day, when we will know 
whether the patient needs an antibiotic 
at ill and, if so, what antibiotic? 

As far as rheumatic fever and glo- 
merulonephritis are concerned, accord- 
ing to the experts, no increased risk is 
encountered by delaying the use of anti- 
biotics for Group A infections for one 
or two days or even six or seven days. 

Laboratory tests cost money, yes, but 
so do prescriptions for antibiotics. In a 
large percentage of patients, whero no 
antibiotic is indicated, these factors will 
cancel each other out, and we wiU avoid 
the needless risk of sensitizing patients 
to drugs they do not need and of in- 
creasing the resistance of bacteria to the 
urcse ally-known and used antibiotics. 

P During the past 50 days here we have 

done 70 throat cultures. Only three of 
these were Group A streptococcus; 25 
others showed other pathogens, not all 
of which, of course, were sensitive 0 
the commonly used penicillin, ampicil- 
lin or a cypline antibiotic. 

Granted that this is a mining town 
where 2/3 of our patients are workers 
or dependents whose medical bilk an 
oaid as fringe benefits. This means that 
ml of out patients come into our 
Sjnic at the drop of a handkerchief and 
may explain, in part, the lower incidence 
of pathogenic bacteria in: our upper 

r “) p rS™^ 0 ^ uatloils ’ p h y sician3 

may not have acce? 8 to good laborato^ 

. facilities. Here, there may be a better 


excuse for "shotgunning" with anti- 
biotics. But even here in my practice 
I am in a distinct minority. It gets lonely 
at times and 1 sure get tired of arguing 
with, and explaining to, people why 
they don’t need, and shouldn't get, anti- 
biotics, least of all by injection (which 
seems to be a very popular method of 
dispensing penicillin here). Certainly 
prescribing antibiotics for every sneeze 
and sniffle, is the path of least resistance. 

Your “heartfelt observation: What’s 
good enough for the President of the H 
United States is good enough for our 
patients, the citizens of the United 
States" sounds like a good argument, 
but it may still bo a specious one, rein- 
forced more by the heart than the brain. 
Might 1 add that I personally believe 
the same thing about the Vitamin C you 
would have added to the President’s 
therapeutic list? But that’s a question 
still debated and as yet not definitely 
answered. 

Perhaps I am a therapeutic nihilist. 

No, not quitel But definitely a medical 
conservative. 

Your column “One Man . . . and r 
Medicine’’ is excellent, Dr. Sackier. I 
enjoy it, especially the ones involving 
your travels, since I have always been 
touched with a trace of wanderlust. 

Thomas G. Harvey, M.D. 

New Cornelia Hospital 
Ajo, Ariz. 

In reply to your editorial on anti- 
biotics foe the common cold, may I say 
that your broad, unfoir generalizations 
about the appropriateness of the opin- 
ions of “officials, etc.” are outdone only 
by your uncritical logic, references and ^ . 
clinical interpretations. 

Thomas B. Crudbn, M.D. 

Charleston, S.C. 

It was embarrassing to read Dr. La- 
sagna’s unsupported and clearly unsup- 
portable assertion that “cough, stuffed 
nose, post-nasal drip, swollen glands in 
the neck, earache" constitute secondary 
bacterial complications 6f the common 
cold. Medical experience simply shows 
that some colds are worse than others 
and the overwhelming majority of pa- 
tlents with the symptoms described by 
Dr. Lasagna turn out to have, even on , 
the most meticulous study, viral upper 
respiratory infections Which do not re- 
spond to antibiotics. . . 

What is even more important ana 
more embarrassing is that Dr. Lasagna 
suggests that this, medical question can 
be solved by soliciting uncontrolled ob- 
servations from clinicians like me all 
around the country when the question is 
so easily amenable to proper scientific 
investigation. 

• James S. Bernstein, M.D. 
Rockville Centre, N.Y. 
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Dr * Morton (second from right) 
saw that effective immunity against 
vinw-lnduced tumors might fed to 
develop if Infection occurs early In. 
life and so gives rise to immuno- 
logical tolenmce. 
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Current clinical practice stresses 
the importance of achieving control of 
basic homeostatic mechanisms as the key 
to control of high blood pressure? , 

Indeed, the landmark VA studies 
utilized three basic drugs to establish 
control of three homeostatic mecha- 
ni8ms. ,, *These were control of fluid vol- 
ume with hydrochlorothiazide, control of 
sympathetic activity with reserpine, and 
control of arteriolar tone with hydrala- 
zine. The study of 1967 concluded that 
most hypertensive patients could be 
successfully controlled with combina- 
tions of these basic drugs. 8 

Only Ser-Ap-Es provides control of 
three basic mechanisms — employing the 
same antihypertensives used in the V A 
studies. (In tne VA studies, Ser-Ap-Es 
itself was not used. However, all the 
components of Ser-Ap-Es were used in 
varying combinations.) 

And when the dosage of each com- 
ponent corresponds to the dosage pre- 
established by individualized titration, 


Ser- Ap-Es may prove more convenient 
and economical. Many patients will need 
no other medication. 

Note: Use Ser-Ap-Es cautiously in 
patients with advanced renal damage or 
cerebrovascular accident Discontinue 
at first sign of mental depression. 

KKST'hP. Hypertension, Ip Harvoy AM. Johns RJ. 
Owens AH, el oi (ods)i Tfte Principles and Practice of 
Medicine, ed 18. New York, Appleton-Conlury-Crolia, 

2;awSrdRW Jri Drugs for arterial liyporlenslon. 
Model! W (orf)i Drugs of Choice, 1972-1973. St. L 
The CV Mosby Co, 1972. Dp 3MW93. 

3. Sailors AM, Itskovltz HD. Undpuor MD: System 
arterial hypertension, In Conn III Jr. Horwllz 0 (eds)i 
Cardiac and vascular Diseases. Plilladolphlo, Lea & 
Foblger. 1971, vol II, pp 934-943. 

4. Frols ED: Hypo: tension: A controllable disease. 

Clin PharmacolT/ier 13:627-632, 1972- 

5. Elfocte ol Iroolmont on morbidity In hypertension! 

sssefn^iRSSwtiesfl^ 

6*Ellocis of troalmqnt on morbldily In hypaiwnslOA: 
fi.nesulte In pallonls wild dlastollr. blood pressure, 
averaging 90 Ihrpti 
(rollon Coopqratlvs 
AgoniS. JAMA 213:1143 
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concomllant administration of steroids 

orACTH. 

interferonoa with adequate oral Intake 
of etedroMw will also contribute to 
hypokalemia. Dlgltall* therapy may 
exaggerate metabolic effects of hypo- 
kalemte especlelly with reference to 
myocardial eclivlty. 

Any chloride deficit H gtnarally mM 
end usually does not require specific 
treatment except under extraordinary 
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renal dience). btfutiorul tiyponttronte 
may occurTn edemetous patients In hrt 
weather; appropriate therapy is water 
restriction rather than administration ef 
salt, accept In rare Instances whan the 
hyponatremia Is JHe-ovraatsning. In 
actual aaitdepteUon, appropriate re- 
placement lathe therapy of choice. 
Transient eteryallons In ptasme calcium 
may oppur In petfente receiving thte- • 
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decreased ilbtdo; dywrlai muscular, 
aches: conjunctival Injection, weight 
gain: breast engorgement] pseudolacte- 
Honi Byneeomesltai rarely water re- 


tention with edema In hypertensive 
patterns. 

HydriJirlmr Common— headache: pal 
pltatlons] anorexia; nausea i vomiting: 
diarrhea, tachycardia, angina pectorli 
Less frequent— nasal conaesttom flush 
Ion, conjuncthrlll 
evldonced by pa 


disorientation 

tlvlty (Including rash, u-hum-i h* 

lus. fever. l^»llls,afthralEtelJpsl^5P t,1,,8 

and, rarely, hepatitis) i oonetlpeltonj 
difficulty in mlelurltlon, dyspnea; para 

re due lion In hemoglobin and rad cell 
count, leukopenia, agranukwytpsla, and 
purpuraj hypotension] paradoxical 
pressor response, 

HydroefireretMaxfrfai Gasfrofntaslfpaf- 
anarexla, gastric Irritation, nausea, 
vomiting, cramping, dtarrfii 
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Transfer Factor Scores as 
Coccidioidomycosis Therapy 
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Ati-dh-ul rnbuuf World Servlet 

Mexico City— I mpressive results with 
transfer factor in patients with coccidi- 
oidomycosis refractory to treatment 
with amphotericin B were reported 
here at the 23 rd Conference of the In- 
ternational Union against Tuberculosis. 

Presenting the cumulative experience 
of a number of investigators who have 
formed the Coccidioidomycosis Coop- 
erative Treatment Group (CCGT), Dr. 
J. Richard Graybill, Assistant Profes- 
sor of Medicine, University of Texas, 
San Antonio, described the treatment 
as the “reconstitution of postdefense 
mechanisms with 3 white blood cell ex- 
tract obtained from immune blood do- 


Re spouses Vary 

A study population of l AO which in- 
cluded 82 healthy subjects (16 of 
whom had been clinicaEly ill with coc- 
cidioidomycosis) and 78 patients with 
active coccidioidomycosis (34 with 
progressing pulmonary disease and 44 
with extrapulmonnry disease) were in- 
vestigated to determine the type of im- 
mune deficits associated with active 
disease, as well as changes in three im- 
munologic tests nnd clinical results af- 
ter treatment. The tests were Mantoux 
skin test, lymphocytic blaslogcncsis, 

Arthritic Women 
May Benefit from 
Hormone Therapy 

Continued from page 2 
upper respiratory infections or other 
disorders not related to their primary 
disease. 

Other laboratory changes are simi- 
lar to those found with the uses of fe- 
male hormones and oral contraceptives 
in other conditions. Dr. Vnrqn noted. 
Toxicity, which in turn, might hRve 
required changing the regimen, has not 
occurred. In contrast to therapy with 
adrenal steroids, high dose sex hor- 
jqone treatment is not only anti-inflam- 
matory but also anabolic. 

Dr. Varon emphasized that the 
high dose sex hormone injection's did 
not have to be stopped in a single pa- 
tient because of poor tolerance. AH pa- 
tients noted improvements in attitudes 
and feelings of well-being. Women 
who described marked genera! reduc- 
tion in energy prior to treatment fre- 
quently required less bedrest after 
. treatment. As a result, they wanted to 
lead more aedve lives and in- 
creased mobility helped speed up total 
ftehabilitqtion. , 

Concludes Dr, Varon: High dose 


and migration inhibition factor (MIF). 
Forty-nine of the affected group (17 
pulmonary and 32 disseminated) were 
treated with varying amounts of trans- 
fer factor. 

Of the 34 pulmonary coccidioido- 
mycosis patients, 23 had negative skin 
lest while blastogenesis did not corre- 
late with the skin lest and MIF did. In 
the group of 44 with disseminated dis- 
ease, the majority were skin test neg- 
ative as well and neither blastogenesis 
nor MIF correlated with the Mantoux 
test very well. “This indicates,” Dr. 
Graybill remarked, “that patients with 
active coccidioidomycosis may have 
complex defects of immune response. 
Also implicit in our data is that any pa- 
tient can have any response pattern. 1 ' 

Forty-four patients were evaluated 
immunolagjcaliy before and after treat- 
ment with transfer factor. Only eight 
of them had positive skin tests before 
but 24 converted from negative to pos- 
itive after receiving the substance. The 
data for blastogenesis were similar but 
were said to have been even more im- 
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Decause Dr. Sticklers interview with Food and Drug Administration Commis- 
sioner, Dr. Alexander M. Schmidt, is being published in this issue, his regular 
column will not appear— Editor. 



pressive for MIF where only three of 
the 28 were positive prior to transfer 
factor and 21 converted after. 

Clinically.- 30 patients of the selected 
group of 49 (60%) were found to 
show distinct improvement following 
administration of transfer factor. Of 
these, the resolution of lesions was 
said to be dramatic, occurring within 
a few weeks of initiation of treatment, 
while in the remaining 18, improve- 
ment was gradual. 

"However,” Dr. Graybill pointed 
out. “conversions were not permanent. 
Often they lasted only a month and 
also did not bccur after every dose. 


Sometimes only one of the three tests 
converted. As far as clinical improve- 
ment was concerned, it was not con- 
sistent either or directly correlated to 
conversion of a specific immune pa- 
rameter. Likewise, it was not perma- 
nent and required additional transfer 
factor to be sustained." 

A prospective controlled trial, in- 
dicated as being urgently needed to 
resolve the clinical controversy over 
transfer factor, has been designed by 
the CCGT nnd is now in a pilot phase. 

The members of the CCGT include 
the N.I.H. and 1 1 institutions in Ari- 
zona, California, and Texas. 


FDA Chief Stresses Law Enforcement Role 


Continued from page J 
ler and others had complained that the 
FDA improperly gets “into the practice 
of medicine" and said: “I am not sure 
the doctor-patient interface is an area 
we should be actively working in except 
to be sure that the physician and his or 
her patient are fully educated about 
drugs” 

However, Commissioner Schmidt 
emphasized that “The Food, Drug and 
Cosmetic Act is a criminal statute and 
we enforce it. We are a law enforce- 
ment agency ... in a very real sense we 
are policemen. When we promulgate 
regulations based on criminal statute, 
they carry the force of law, and wc 
prosecute violations." 

‘Tqo Many Hearings’ 

Asked if more scientific communica- 
tion and fewer legislative hearings 
would not help achieve a better FDA 
contribution to the nation’s health. 
Commissioner Schmidt said that while 
Congressional “oversight” of FDA was 
important and proper, “we have far too 
many hearings and oversight inquiries.” 
He felt some such hearings are not as 
productive as other efforts might be. 
“Wc might spend more of our time in 
the scientific arena and less in the po- 
litical arena," he said. 

Somewhat surprisingly, in view of 
his emphasis on its law enforcement 
role, Dr. Schmidt said that “without 
any question"- FDA should contribute' 
to. the development of new drugs. “We 
had the '.dual responsibility to impede 
• ; bad drugs from getting on the market. 


ing our regulatory decisions on the best 
possible science." To that end. he 
pointed out that the FDA has increased 
its use of advisory committees and of 
public hearings on scientific issues, had 
involved the National Institutes of 
Health and other groups in their work, 
and was publicly displaying safety data 
almost immediately. “All these things 
are intended to improve our scientific 
base.” . 

No Therapeutic Mandate 

In discussing the FDA’s function in 
response to a series of delineating ques- 
tions from Dr. Sacklcr, Dr. Schmidt 
said that the FDA had no mandate to 


ment court decisions. I think one has to 
be fairly sophisticated and thoughtful 
in order to separate out those three 
functions that admittedly arc often in- 
tertwined," 

When Dr. Sacklcr asked if the FDA 
should not be as nonpartisan in its 
operations as possible. Dr. Schmidt re- 
plied, “Absolutely! But the biggest 
block to that is outside the agency, not 
inside." 

Hood tor ProfeaalonaU 

One of the problems of the FDA. 
said Dr. Schmidt, was getting good pro- 
fessional people to come to work for 
the agency. “We have an inadequate 


direct therapeutics in medical practice, professional milieu in which top flight 
did have some control over therapeutic scientists could come and remain, and 
drug research and clinical investiga- remain stimulated nnd excited by what 
lions of the safety and efficacy of drugs they do for a longer period or lime, 
since 1962. he said. 

He also described the FDA as educo- Among the factors contributing to 
tional. authorized to publish educa- keeping good professionals away was 
tional and technical material. While the low salary level and poor physical 
describing the agency as a law enforce- surroundings, and “doing research on 
ment body, he denied it also had a other people's research," Commis- 
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judicial character. . . in the strict 
definition of the term, no, wc are more 
prosecutors than judges,” said the FDA 
Commissioner. 

In demurring. Dr. Schmidt said that 
he was not certain what Dr. Sackler’s 
question— “Is the FDA a judicial 
body?"-meant. 

Varied Function* Intertwine 

When Dr. Sackler pointed out that 
his questions were based on the fact 
that the judicial and prosecutory func- 
tions of government had always been 
separate, Dr. Schmidt responded that 
he recognized “there' has been concern 
about what some people have called 
the fourth .branch of government— the 


. v - - luemoer or me ex- 

ecutive, branch of government. We ,im- 


sioncr Schmidt said. Nevertheless, Dr. 
Schmidt hailed the work done by the 
FDA professional staff. “They majj e 
decisions which are sometimes literally 
life and death decisions for large num- 
bers of people. I am constantly am ®?® 
that wc do have top notch people m 
the agency who are happy and produc- 
tive." . 

Dr. Schmidt pointed out that "We ; o 
not actively license researchers, wne 
Dr. Sacklcr asked if the agency has a 
right to license physicians to do re- 
search. “We can defrock them 
fraudulent research." said Dr. Schmiu ■ 

Next week's installment will cover 
Dr. Schmidt’s comments on physici^J 
use of the package insert and tnisun 
standings about the FDA ager wj. 
role of practicing physicians *# ? 
decision- making,, the relationship oi 
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